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Update on APLB
Enforcement Actions and Examples
APLB Priorities



CBER OrganizationCBER Organization

Acting



CBER/APLB OrganizationCBER/APLB Organization

Jackie Little, Acting

Acting



CBER/APLB OrganizationCBER/APLB Organization

Stephany Wesley, Acting



APLB StaffAPLB Staff

Glenn Byrd, MBA, RAC - Chief
Nancy Chamberlin, Pharm.D.
Maryann Gallagher
Yongkai Weng, Ph.D.
Open staff position



APLB Enforcement FYAPLB Enforcement FY--0404
Untitled Letters – seven (7) issued

Comvax – Merck (12/03)
Theracys – Aventis Pasteur (1/04)
ReFacto – Wyeth Pharmaceuticals (2/04)
Imogam/Imovax – Aventis Pasteur (2/04)
Typhim Vi – Aventis Pasteur (4/04)
Vivotif – Berna Biotech (6/04)
Helixate FS – Bayer HealthCare (8/04)



APLB Enforcement FYAPLB Enforcement FY--0404
Warning Letters – five (5) issued since May ‘04

Polygam S/D - Baxter Healthcare (5/04)
Advate - Baxter Healthcare (5/04)
Crosseal - Omrix biopharmaceuticals (5/04)
Engerix-B, Havrix, Twinrix – GlaxoSmithKline Biologics (7/04)
NovoSeven – Novo Nordisk Pharmaceuticals (8/04)

All CBER Enforcement letters are posted at:
www.fda.gov/cber/efoi/adpromo.htm















Problems from Warning Problems from Warning 
LettersLetters

Complete omission of risk from the body of 
the item, including for products with black 
box warnings
False or misleading safety claims

Claims regarding the reduction in frequency or 
severity of adverse events or clinical symptoms in 
the absence of substantial evidence
False information on approved indications and 
limitations of other marketed products
Claims of “unsurpassed…safety”



Description of ProblemsDescription of Problems
Unsubstantiated effectiveness claims

Promotion of broader indication than approved
Lack of definition of terminology, e.g., “fast 
hemostasis,” when such terms are directly 
relevant to the approved indication for use

Failure to submit advertising and 
promotional materials to CBER at the time 
of dissemination



Convention PanelsConvention Panels
Important points to consider when 
developing/approving convention panels:

Fair Balance risk information should be 
included in the body of the convention panel
It is not sufficient to simply post the PI next to 

the panel.



Corrective ActionsCorrective Actions

Warning letters – firms requested to develop a 
plan of action to distribute corrective information 
to audience that received violative information
Examples:

Conferences – send letters to all conference 
attendees
Journals – send letters to all subscribers or publish 
a corrective ad in journal(s)



APLB PrioritiesAPLB Priorities
Fill vacant staff position
Vigorous enforcement action
Guidance development
Work interactively with industry

APLB Contact Info
Phone:  301-827-3028; Fax:  301-827-3528


